Daily Filling Log pA Date^ meiv 


3 \ 



% ^(3 4 


I 

aj 

X 

c-> 

§£ 


cr % 

« D. « 5 
C£ ° p^q; 

& 

$ %tt 

r f> 

'" C /-f 


r i 

<50 IS? 


r i 

J I 
H 


§ 

1 


ns- ^ 


£ 


cm co ^ m (or^^o o> o 


FDA P0005567 6 


1 74704_73_9_000 161 



Daily Filling Log^ Date^ ^ 


^ \ 




~ ss 

? 2 ? 

<5 os- El — 


\ 

* 1 

I ? 


V J 


§ 

<? 

$ 


? 


£ 

f 

1 

o 

•Cl 

ok 



"S- 

%, 

& 


S 

O 

? 


j* 

frp 


V * 

S § 
§ & 


c$ 

:§ 


S 

<=b 


d 

t ® 

J 

r* 

jl 

^ VO 

J 

J 

d 


C> 

A A 

£ 

V 

— 

d” 

cr 

c> 

(*■ 


pr 

e> e> 

3 § 

<5» 

t 

3 

? 

cr 

j 

| 

s 

S£ £5 

r< 

<s 




O 

£ 


O 

s 

'I 

•s 

i> 

3> 

U: 

^ s> ^ 

p ^ i~> 

^ Cr- 

7g_ ** 

£ 

i 

c, 

s>- 

a> 

■? 

-t J 

t sS- 

<Sk 

T 

t 

1 

X 

r 

■3. 

£ 


(VI M Tt lO (O |d/^oT)© 


FDA P00055677 


291-000 6 S L WIVll 



Daily Filling Log \v. Date vio 


v 


\ \ \ 


W \ 


^ A 

> 

hs 

£ ? ?. 


t 

> i 


* i 

4 


« 


? oS|s: 

§ j 


5 

% 


4 £ * £ 
^ 4 2 

^ r< 

i5 £ £ 

t ? f 

5 ? 

£ & £ 

Z C. X 


<s> 


c< 


f 


£> s 


y 

'i? 

o$ 


\y^ 

f“ 


£ IS 


I % 


>» h~ 
Q © 

§il 

£ i 




!? 


V t 


t- r”S 

(Y"> (S 




is* 


& 


O j o *} 
2. - *? ^ 


r: V 


§ £ 2r^ ^ 

S' ^25 S 

I ?5l 1 

£ § “ i £ 




% ^ a 

jk <*> 2 

|I | 


r 


r r= 


M 


a © 

*= -S ^ sL 

1 -* ^ * 

2 # ^ >- 
■j | £. X 


(VMTfintosooo 


FDA P00055678 


e9 1-000 6 S L VO LVLl 



Daily Filling Log W ? ], Date 7^1 F 




6 

V 


§ 




S 

rv 

?c 


b 


\ 

H 


\ ^ \ 
i, ^ \ ^ 


& s- i, 

s « s 


? 


fill 

1 ^ s 1 

It a 

^ "5~ c> fO ^ 

<& "lljli 
i Hill 


t— 

VA 


1 ^ y_ > 
0° 


a $ >- 


^ o 

^ ^ U 


<al> 


£ >J 


3? 

£ 

0> 


s 

a 


4 


$■ # 


$ NS 


£ 


& £ < 




I 


f v: 

ii 


* 

0 »' 

SA 

£ 

■£ 

<£ 


CM CO ^"V 


\(D N 00 O) O 


FDA P00055 67 9 


1747 04_73_9_000 1 64 



qfasaoUpSO 104- tT 0Pl)teO 


\ \ \ V ^ 


<sr 

•<£s 

^ ^ ' 
^M> 0 5 

^ 1^ y> ^ 
^ y 

^ r* : 


A ^ 

4 5 


2 


& 

& 


4s *s 

'^a s 
3? 4 

<§ « 
'S *% 


c< 

- i&'irt ^ 




3 

S 


1 

* 


^ £“ 
r^ ? 




r 


1 s 

^ l 

O) Q 

o 

-I 

? s 


g ^ \S “S" 

- s J*y iis 

4 1 PI 111 


O 


-4. 


I ^ 


& 


£ 


r 

z 


-$ 

{ 

d 


(0 

Q 


rNM^IO <pf[ 


'f> 


o> 


FDA P00055680 


S91-000 6 S L VOLVLl 



Drug Name Drug Lot# Vial Size Vial Color Quantity Vial Batch # Stopper Batch # Initials 


\ j i \ 


S> \ 
¥ ^ 


1 ^ t 


*3 

$ 

S 5 j 5 

? \§ 

o Qi 

£ 

5 Sa 
% ^ ^ 


h~ £ vt- 'r 


er & 


it 


Si 


£ Vs 


* J 


'b 


t"- 

:r 





o 

_i 

D) 

C 


re 

Q 



4 

* 

4 

o 


^ k 


& 

s 

CS" 


f? 

_K £ ^ 

1 

rv 

"a 


(S' 

r« 

nf 

55 J 

% 

•^9 

I 

i 

vS 

O 

r« 

£ 

r< 0 cs- 
^ 0 ^ 

O 

*D 

4- 


r 


0 

t~n 

r> f. 

V ^ 

■ci 

QA 

a 

X s 


-S 


J -3 

-S 

¥ 

ts 

j 



"J 

.IT 

g v-> 

-j 


is? 

<£ 

Cn 

:£ 




A 


r N fO IO 


h- 00 O) o 


FDA P00055681 


991-000 6 S L V0LVLV 



Daily Filling 


h 


dL 

Ui 

o 



CM CO. 



CO O O 


FDA P00055682 



Daily Filling Log ^ Date**.,*, 


3 \ 

4 


^ \ ' 
^ i \ 


V 

Cj, 

5 a 

IS /-< 

U « 

V * 


1 1 


ft* t Cs 


* 


t 


'S 


£. 


0 


I 




53 

I 


\ 

4 § 
§ § 


§T 


P 

pL ^ 

S 1 

^ S 


il Size Vial 

0 

■4 

& 

o 

&> 

J 


> 







tt 

_I 

V3 

rtr 

M 

ts> 

re' 


P 

Q) 

r> 

ra 

Q 

s 

u- 

Cs 

§ 

R 

E 

c§ 

3 

€ 

~o 

'J 

£ 

P5 

£ 


3_ 

*hs 

■£ 

JS> 




eJ 'S 

r§ X 
# <? 
<& i 


-S> -F 

t? X 


& Sr -*■ 


r^v 

~ ^ 

J 

*L 


li_ 


O 




I 


i ^ \J*r ^ 


^ CM CO ^ ID 


N OO O) O 


FDA P00055683 


891-000 6 S L VO LVLl 



Daily Filling Log Date 


. A\ 

I 4 4 V % % 


* V 


! ** If | 

4 * f « s 


^ * s? nh 

% *-? gr 




a .a ^ j 


l 


* 

2 


§ 

«? 

J 


Q — ; j 


l. 

i ^ 


r 


S' .3 3 


ess eo( < %\io (0 s co o o 


FDA P00055684 


691-000 6 S L VO IV LI 





& 

& 


^ * 

% 

% 


r^\ 

Cs 

0 


‘ 5 A 
J-'S 


* 

I ! 

£ a 
I s 


7 r f .^ . 

S, ■<*> Cl ' 

?* &; 

15 |i 


p u * 
e ^ 7 

£ 


<* ? 


2 * ^ 


\? 

(S' 


f 

<a 

r? 

fc 


■£ 

V T* -T 
O ° £> 


£#5 

<8- £.£ 
o » B 


: lr? 


* o 

\y ^ 
a> s 
w D 
Q 


CD Q 
O 


^ «£ 




o 

h~ 


? I 
# ? 
•o 

i 

* y <j 

% 4 


te 


■=r 


-f 

r 


4 


II 

t* 




I I 


§ 

§ 


| 

r 


I 

r* 

0- 


5 

s 

kr 


T P 

* € 


CM CO "sf tf) CS h~ CO 0*0 


FDA P00055685 


1 74704_73_9_000 170 



Daily Filling Log-^ rf Date^sjoV? 


v \ i ^ ^ 

i \ n i { f 

Yt ^ ^ KX^* -V 1 

'I i t li 

I s r ^ ?.*li 


a €? 




m ^ r ^ 
^ ? 


CM 00 ^T U)(© N CO o o 


FDA P00055686 



Drug Name Drug Lot # Vial Size Vial Color Quantity Vial Batch # Stopper Batch # Initials 


v \ \ U 


1 

i 


4 i 

A 

±£> 

iu , 

$ v?* 

lA 

S | 

SSL 

3 


* ii*> 

^osV 

FS- 

|| 

ft? 

<a 

<rC 

E 

i4t 

Q 1 . 
-5S g 

I'e 

a. 


|8 

\r 

V; 


2r & 


\ 

i 

* 

A 

ty" 


* ^ ^ 




£ K 


=5 








&-g> 




i ^ ^ <*! 


O 


<§ 


%? 


J 

5> 


^ a 

^ i 
A 4 


%> 

¥ 


£< 

cS 


Q& 

£5 

5 

5 


§ £ 


m v 

'S ^ 

z_ 

~ * 


<> 




re 

Q 


CM CO | 


lO 0 S 00 O) o 


FDA P00055687 


3Z1000 6 e L WIVll 



Daily Filling Log T v u/3 Dateovu^ 


& 


9 


\ 

\ 

\ 

\ 

! 


V \ 

i 

*> 

* 


vZ 


% & 

5 

§ 

5 

S- 

1 

2. 

*C 

4 

i 

ill 
I-? ? 

ss ^ ±. 

l 

TT 

I 

€ 

1 

*£ iff *£ 

1" 

5 

o 

rtf 

# 

i 

o 

§ 

t 

>- 

i M 

cr 

sr 

1 

1 

e 


re 0 

% o*s> 

TT- 

V* 

s' 

} 

^"fr 

k 

fc'Jrjr 

st? 

Oo 


j 


g 


✓ 

© 

V 

eJ 

> 

! 

nS 

> 

5 

^ d 

* 

IS 

S 

3 

« 


1 

£ 

E5T 

1 I 






P 


ip 


i 


* O 

/ 

8 

£ 

O- 


- G— 

S 

k- £ 

£ 

'4 

f 3 

■/- 

e 

1 

V*> 

i 

1 

JT 

f ? 






<fe 


n? «SJ 

ft 

a-"* <-* 


r'A 


VA 

-r 


cm co 10 to (F«-^o 05 ® 


FDA P00055688 


ez 1.000 6 S L VO LVLl 



Daily Filling Log fv\ Date^^} 


\ . i ) s J 




7 


5^ 


‘ rr ° b- 


Z 2^ 

f * 


fA 


^ i 


5 4 


% 

Y 


^33 


Wo L._ 

? ? 


«£ 

CH' 

& 


% 




4- 4 
^ 4 




3 : 


S o' 
IS ** 

1 2 

% -% 


r 


r 

7 


£ 


— S 


% % 
"js ^ 

J? ^ 
* ^ 

1 * 

c£ c 


CM CO IT) <D N fw\ 


1 


o> o 


FDA P00055689 


1 74704_73_9_0001 74 



Daily Filling Log ^ Date^,^ 


* \ \ 

k ^ ^ V -v 


s *£ 

■# X 

% & 

(i£ 

s 

§ 

o 

1: 

Cr 

m 

7 ^ ^ 

& 

r— 


if 



£. i i 
<^0, 

% 

r*\ 

a 

& 

>&o 

y C£ 

§ <2 

3 5 

<r-f 

vi 

ns 

l 

v> 

or 

Q> 

3 

& 

Or 

TS” 

<T3 

o> 

5 5 

6 

'I 



*r 

o 


V — ' 

T 

o 

t 

c a 

t 

y. 

O _ 

2 v 

<§ 

* 

v3 

<-o 

■V 

VO 

r CN 

CO 


lO 


^ ^ <<s 


FDA P00055690 



/irauVoftf^e. GWUoWSJ Vc ^UjO pp^ToSD 


> ]> 


t r > 

ft ~r >- 

1? i 


\tz 

s « ns 

S ft 

s a 

f ^ 




h § 


3 ? 

?*• s 


w t ti fTte" 


^b> ^ 

-O § S U 

^ P_ c* (g 


& 

1 


•vD 

3 

l 


UJ 

c 


y= 

i - 

^ 5r 


r 


v$T 

t 


H 


re 

Q 




CM CO CD r^. CO o> 


/ 


FDA P00055691 


9Z 1-000 6 S L VO LVLl 



New England Compounding Center 
697 Waverly Street 
Framingham, MA 01702 

URGENT 

VOLUNTARY PRODUCT RECALL 


October 3, 2012 
Dear Customer, 

The following medications are subject to this voluntary recall: 


Medication 

Strength 

Preserved (P) / 
Preservative Free (PF) 

Lot Number 

Methylprednisolone Acetate 

40 mg/ml 

PF 

05012012@74 




06082012@63 




07052012(5)34 




08132012@38 

Methylprednisolone Acetate 

40 mg/ml 

P 

04242012(5)91 




06272012(5)7 




08082012(5)103 

Methylprednisolone Acetate 

80 mg/ml 

PF 

04162012(5)108 




05012012@74 




06082012(5)63 




07052012(5)34 




08132012(5)38 

Methylprednisolone Acetate 

80 mg/ml 

P 

04062012(5)44 




05222012(5)13 




07302012(5)72 


The above referenced products are being voluntarily recalled. The voluntary recall has been initiated due to the 
potential for foreign particulate matter within the vial. 


These above lots are in addition to the following three lots previously recalled: 


Methylprednisolone Acetate 

80 mg/ml 

PF 

05212012(5)68 




06292012(5)26 




08102012(5)51 


If you have any of the above lot(s) on hand, immediately segregate and quarantine the material. Please annotate 
on the attached form the current status of these lot(s) in your facility and fax the form to New England 
Compounding Center at 508-820-1616. Once the form has been returned to New England Compounding Center, 
we will contact you to arrange for return of all materials. 

We thank you for your cooperation, and apologize for any inconvenience. If you have further questions regarding 
this recall, please contact our Pharmacy Department at 800-994-6322. 

Sincerely, 

New England Compounding Center 


1 74704_73_9_0001 77 


FDA P00055692 



The summary of recall #1 is as follows We have recalled 3 lots 05212012@68, 06292012@26, 
08102012@51. 


We dispensed for lot# 05212012068 


1. 5082 1ml vials 102 quarantined by customers 

2. 230 2ml vials 19 

3. 1216 5ml vials 198 


1. 4679 lml vials 184 quarantined by customers 

2. 515 2ml vials 5 

3. 1062 5ml vials 172 


1. 4147 lml vials 1516 quarantined by customers 

2. 175 2ml vials' 111 

3. 569 5ml vials 451 


We have sent out all recall letters and fedex labels We have received 58 recall letters from the 
76 facilities. The facilities in Michigan have told us that their state dept of health told them to 
hold everything. We have received 1505 lmls, 86 2mls, and 348 5mls from 26 facilities. In 
closing please reference the attachment for recall #1. 


For recall #2 

All recall letters have been sent. We have received 53 responses. We have dispensed the 
following lot numbers. 

1. 04062012@44 

a. Methylprednisolone 80mg/ml 10ml preserved 894 

b. Methylprednisolone 80mg/ml 5ml preserved 427 

2. 04162012(5)108 

a. Methylprednisolone 80mg/ml lml PF 3222 

b. Methylprednisolone 80mg/ml 2ml PF 150 

c. Methylprednisolone 80mg/ml 5ml PF 690 


1 74704_73_9_0001 78 
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